Effect of the final rule on the conduct of emergency clinical research.
The development of life-saving techniques in medical emergencies often requires enrollment of patients into clinical trials without the opportunity for informed consent. The Food and Drug Administration had designated such exemptions from informed consent for the purpose of emergency research as "the Final Rule." In the decade following the Final Rule for emergency research, little progress has been made in the study of therapies for acute, life-threatening conditions with high mortality rates. The potential for significant change in accepting research without consent begins with a level of public knowledge, trust, and credibility in the healthcare delivery system. This review seeks to address the Final Rule and its ramifications and issues that undermine the provisions of emergency research. In understanding the complexities of emergency research and its potential, there are opportunities for improvement for the scientific community to develop a greater understanding of the general public's attitudes and perceptions concerning research without consent.